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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)E3 Responsive to communication(s) filed on 28 April 2000 . 

2a)D This action is FINAL. 2b)l3 This action is non-final. 

3>n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 1-38 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 1-38 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)Q accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

11) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) Q The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)QAII b)D Some*c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 13 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
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DETAILED ACTION 
Notice to Applicant 

1 . This communication is in response to the application filed 28 April 2000. Claims 
1-38 are pending. 

Claim Rejections - 35 USC §103 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

3. Claims 1-25 and 28-38 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Colon et al (5,991 ,731 ) in view of Hopp (Hopp, David I, "Three topics 
integral to the use of the Internet for clinical trials: Connectivity, communication, and 
security," Drug Information Journal, Oct-Dec, 1999.). 

(A) As per claim 1 , Colon teaches a method of conducting a clinical trial of a test 
substance over the internet from a primary site, comprising the following steps: 

accessing and completing at least one evaluation form from a website 
maintained at the primary site; and returning electronically said at least one evaluation 
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form to the primary site (Colon; col. 2, lines 58-63, figure 1 , figure 6, and col. 7, lines 8- 
15); 

providing said at least one evaluation form in electronic format for use by the 
participant, said at least one evaluation form having a question and answer section that, 
when completed by a participant using the test substance, provides information from 
which a determination can be made of one or more effects of the test substance on the 
participant completing the evaluation form (Colon; col. 7, lines 8-18 and figure 6; it is 
respectfully submitted that "question and answer selection" is a known form of "inputting 
patient data & events"); and 

compiling data regarding at least one said effect of the test substance on the 
participant from information from a received and completed evaluation form returned by 
the participant to at least one investigator conducting the clinical trial (Colon; col. 7, line 
46-col. 8, line 5). 

Colon fails to expressly teach providing to at least one clinical trial participant 
located at a remote internet site distinct from the primary site, instructions on using the 
test substance. However, this feature is old and well known in the art, as evidenced by 
Hopp's teachings with regards to this limitation. In particular, Hopp teaches the use of 
the Internet for clinical trials and teaches documents, such as contracts, informed 
consent forms, and study procedure manuals, shared with participants for viewing and 
printing (Hopp; page 3, paragraphs 1-2; it is respectfully submitted that "instruction on 
using the test substance" is met by "study procedure manuals.") It is respectfully 
submitted, that it would have been obvious, to one having ordinary skill in the art at the 
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time the invention was made, to expand the system taught by Colon with Hopp's 
teaching with regards to this limitation, with the motivation of making information 
available in a more timely way (Hopp; page 3, paragraph 1). 

(B) As per claim 2, Colon teaches obtaining informed consent from the participant to 
participate in the clinical trial (Colon; col. 6, lines 53-66; the examiner interprets the 
"confirming of prescription" as a form of "obtaining informed consent.") 

(C) As per claim 3, Colon teaches wherein obtaining the participant's informed 
consent comprises sending a blank consent form from the primary site to the remote 
site, and receiving at the primary site from the remote site, a completed consent form 
from the participant to participate in the clinical trial (Colon; col. 6, lines 53-66; the 
examiner interprets the "initial suggested drug prescription" as a form of "blank consent 
form" and interprets the "results of physician's titration" as a form of "completed consent 
form.") 

(D) As per claim 4, Colon teaches: 

causing a consent form to appear at the remote site (Colon; col. 6, lines 53-66; 
the examiner interprets the "initial suggested drug prescription" as a form of "consent 
form"), said consent form having information about the clinical trial (Colon; col. 6, lines 
53-66; the examiner interprets the "prescription" as the "information about the clinical 
trial"), a portion allowing consent to be given to participate in the clinical trial (Colon; col. 



Application/Control Number: 09/560,597 Page 5 

Art Unit: 3626 

6, lines 53-66; the examiner interprets the "confirm or adjust the prescription" as 
"allowing consent to be given to participate.") 

Colon fails to expressly teach providing for authentication of the consent form. 
However, this feature is old and well known in the art, as evidenced by Hopp's 
teachings with regards to this limitation. In particular, Hopp teaches the use of the 
Internet for clinical trials and identifying and individual or computer to ensure that he/it is 
a member of a specific set via authentication (Hopp; page 4, paragraph 7). It is 
respectfully submitted, that it would have been obvious, to one having ordinary skill in 
the art at the time the invention was made, to expand the system taught by Colon with 
Hopp's teaching with regards to this limitation, with the motivation of ensuring identity of 
the participant, thereby maintaining the value of the information (Hopp; page 1 , 
paragraph 4). 

The combined system of Colon and Hopp collectively fail to expressly teach a 
portion of the consent form allowing consent to be given to release of the participant's 
medical information to at least one investigator conducting the clinical trial. However, 
since Colon does teach the restricting of access to study investigators (Colon; col. 7, 
lines 46-54) and since participant medical information is personal information, it would 
have been obvious, to one having ordinary skill in the art at the time the invention was 
made, to expand the collective system taught by Colon and Hopp to obtain consent 
from participants for the release of medical information, with the motivation of obtaining 
authorization for enabling access to participant's private information to study 
investigators if desired. 
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(E) As per claim 5, Colon teaches wherein a computer server at the primary site 
causes the consent form to appear at the remote site computer in response to the 
primary site receiving from the remote-site, either a request for the consent form or a 
completed screening questionnaire, said questionnaire having portions for receiving 
information for use in making a determination of whether an individual upon whose 
behalf the questionnaire is answered, is eligible to be a participant in the clinical trial 
(Colon; col. 6, lines 22-55;) 

(F) Claim 6 differs from the features of claim 4 by reciting "wherein obtaining the 
participant's informed consent comprises a hardcopy consent form to the participant for 
completion and return to at least one investigator conducting the clinical trial." Colon 
does teach a "hardcopy consent form" signed by the participant (Colon; col. 6, line 66- 
col. 7), but the combined system of Colon and Hopp collectively fail to expressly teach 
the "hardcopy consent form" is returned to at least one investigator conducting the 
clinical trial. It is respectfully submitted, that since Colon does teach a "hardcopy 
consent form" and it is in the interest of a study investigator to verify and maintain a 
copy of the consent form in order to determine the accuracy and reliability of study 
results, it would have been obvious, to one having ordinary skill in the art at the time the 
invention was made, to expand the collective system taught by Colon and Hopp to 
return the "hardcopy consent form" to one investigator conducting the clinical trial, with 
the motivation of enabling the investigator to verify and keep a copy of the consent form 
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for recording purposes. The remaining features of claim 6 repeat features of claim 4 
and are therefore rejected for the same reasons given above in the rejection of claim 4 
and incorporated herein. 

(G) As per claim 7, Colon teaches screening potential candidates over the internet 
for eligibility to participate in the clinical trial, the screening comprising: 

maintaining, at the primary site, a website that is accessible from remote 
sites via the internet (Colon; col. 2, lines 58-67) 

causing a screening questionnaire to appear over the internet at a remote 
site, after receipt, at the primary site, of a request from the remote site to display the 
screening questionnaire, wherein the questionnaire has portions for receiving a 
candidates information that enables a determination of whether a candidate is eligible 
to be a participant in the clinical trial (Colon; col. 6, lines 22-30); 

receiving the completed questionnaire at the primary site via the internet 
(col. 6, lines 29-30); and 

- reviewing the received questionnaire and making a determination of whether 
the candidate is eligible to be a participant in the clinical trial according to a set of 
predetermined criteria (Colon; col. 6, lines 39-50). 

Colon fails to expressly teach that the website provides information about the 
clinical trial and minimum eligibility criteria for participants in the clinical trial. However, 
this feature is old and well known in the art, as evidenced by Hopp's teachings with 
regards to this limitation. In particular, Hopp teaches the use of the Internet for clinical 
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trials and teaches documents, such as contracts, informed consent forms, and study 
procedure manuals, shared with participants for viewing and printing (Hopp; page 3, 
paragraphs 1-2; it is respectfully submitted that "information about the clinical trial" and 
"eligibility criteria" is met buy "study procedure manuals.") It is respectfully submitted, 
that it would have been obvious, to one having ordinary skill in the art at the time the 
invention was made, to expand the system taught by Colon with Hopp's teaching with 
regards to this limitation, with the motivation of making information available in a more 
timely way (Hopp; page 3, paragraph 1 ). 

(H) Claim 8 differs from the features of claims 1,2,5, and 7 by reciting "after receipt 
of the candidate's informed consent by at least one investigator, causing information 
transfer between the primary site and the remote site for the purpose of confirming the 
existence, identity and eligibility of the candidate to participate." Colon teaches the 
information transfer between the primary site and the remote site for the purpose of 
confirming the existence, identity, and eligibility of the candidate to participate (Colon; 
col. 6, line 39-col. 7, line 7). The combined system of Colon and Hopp collectively fail 
to expressly teach that the "information transfer" occurs after the receipt of the 
candidate's informed consent by at least one investigator. However, as shown above 
in rejection of claim 6, it is in the interest of a study investigator to verify and maintain a 
copy of the consent form in order to determine the accuracy and reliability of study 
results, as such it would have been obvious, to one having ordinary skill in the art at the 
time the invention was made, to expand the collective system taught by Colon and 
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Hopp to perform "information transfer" after the receipt of the candidate's informed 
consent by at least one investigator, with the motivation of enabling the investigator to 
verify and keep a copy of the consent form for recording purposes prior to informing the 
participant of their status. The remaining features of claim 8 repeat features of claims 
1,2,5, and 7 and are therefore rejected for the same reasons given above in the 
rejection of claims 1 , 2, 5, and 7 and incorporated herein. 

(I) Claim 9 repeats features of claim 8 and is therefore rejected for the same 
reasons given above in the rejection of claim 8 and incorporated herein. 

(J) As per claim 10, Colon teaches wherein the confirming is accomplished by 
performing at least one step selected from the group consisting of: interviewing the 
participant by telephone or in person; reviewing at least one medical record of the 
participant; interviewing a health care professional who has provided health care to the 
participant; and reviewing at least one communication from the health care professional 
to the at least one investigator regarding the health status of the participant (Colon; col. 
6, lines 22-50; it is respectfully submitted, that since the "attending physician" reports 
the "medical conditions" of the participant, the system of Colon does perform the 
"confirming" by "interviewing a healthcare professional who has provided health care to 
the participant.") 



(K) As per claim 1 1 , Colon teaches wherein the eligibility of the participant to 
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participate in the clinical trial is determined by comparing the participant's answers to 
the questionnaire with a reference standard comprising conventionally accepted 
indications of a medical condition for which the test substance's effectiveness in 
treating is being tested (Colon; col. 6, lines 39-43; the examiner interprets the 
"accepted indications of a medical condition for which the test substance's 
effectiveness in treating is being tested " as a form of "eligibility parameters of the 
study.") 

(L) As per claim 12, Colon teaches causing the delivery of the test substance to the 
participant prior to compiling data regarding the at least one effect (Colon; col. 7, lines 
2-7). However, the combined system of Colon and Hopp fail to expressly teach that the 
"delivery of the test substance" occurs under the authority of the investigator. However, 
since the investigator is interested in ensuring that the correct test substance is 
delivered to the participant so as to maintain the integrity and reliability of the study, it 
would have been obvious, to one having ordinary skill in the art at the time the invention 
was made, to expand the collective system taught by Colon and Hopp to perform the 
"delivery of the test substance" under the authority of the investigator, with the 
motivation of ensuring the correct test substance is delivered. 

(M) As per claims 13 and 14. Colon teaches collecting and storing at a secure site, 
which is the primary site, accessible by the at least one investigator and by the 
participant upon providing a log-in password, information from at least one member of 
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the group consisting of: at least one evaluation form completed and returned by the 
participant to the at least one investigator; and a screening questionnaire completed 
and returned by the participant to the at least one investigator (Colon; col. 7, lines 46- 
61). 



(N) As per claim 15, Colon teaches assigning to the participant, a unique identifier 
and a unique log-in password for accessing protected information from the primary site 
(Colon; col. 5, lines 25-35 and col. 6, lines 15-21; it is respectfully submitted, that since 
each participant is stored separately in the database at the server, each participant 
does have a "unique identifier." It is also respectfully submitted, that since the 
"attending physician" enters the participant data for the participant in the system of 
Colon, "unique log-in password for accessing protected information from the primary 
site" is met by "physician authorization levels.") 



(O) As per claim 16, Colon teaches monitoring at least one effect of the test 
substance on the participant by reviewing a plurality of evaluation forms each 
completed and returned by the participant to at least one investigator, wherein each of 
the multiple evaluation forms is provided electronically to the participant at 
predetermined different times after the participant has commenced using the test 
substance (Colon; col. 7, line 8-col. 8, line 10) 



(P) As per claim 17, Colon teaches multiple participants in the clinical trial (Colon; 
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col. 5, lines 25-35; it is respectfully submitted, that since Colon teaches multiple rows 
for each patient in study, Colon does teach multiple participants in the clinical trial). 

(Q) Claim 1 8 repeats features of claims 1 5-1 7 and is therefore rejected for the same 
reasons given above in the rejection of claims 15-17 and incorporated herein. 

(R) Claim 1 9 repeats features of claims 1 5 and 1 7 and is therefore rejected for the 
same reasons given above in the rejection of claims 15 and 17 and incorporated 
herein. 

(S) As per claims 20-22, Colon teaches providing encryption for information 
transmitted between the primary site and the remote site via the internet (Colon; col. 6, 
lines 34-38). 

(T) As per claim 23, Colon teaches the determination of the at least one effect 
comprises comparing answers from at least one evaluation form completed by the 
participant after having used the test substance, with answers from at least one 
evaluation form completed by the participant prior to using the test substance (Colon; 
col. 7, lines 8-45). 

(U) As per claims 24 and 25, Colon teaches determining, from the data compiled 
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from received and completed evaluation forms from multiple participants, whether the 
test substance has clinical efficacy in treating a predetermined medical condition 
(Colon; col. 7, lines 8-45). 

(V) As per claim 28, the combined system of Colon and Hopp is implemented on a 
computer (Colon; figure 1). As such, Colon and Hopp implicitly include computer 
elements such as a programmed computer readable medium. 

(W) System claims 29-38 repeat the subject matter of method claims 1,4,4, 7, 7,11, 
8, 8, 20, and 13, respectively, as a set of apparatus elements rather than a series of 
steps. As the underlying processes of claims 1, 4, 7, 11, 8, 13, and 20 have been 
shown to be fully disclosed by the collective teachings of Colon and Hopp in the above 
rejections of claims 1 , 4, 7, 1 1 , 8, 13, and 20, it is readily apparent that the system 
disclosed collectively by Colon and Hopp includes the apparatus to perform these 
functions. As such, these limitations are rejected for the same reasons given above for 
method claims 1 , 4, 7, 1 1, 8, 13, and 20, and incorporated herein. 

4. Claims 26 and 27 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Colon et al (5,991,731) and Hopp (Hopp, David I, "Three topics integral to the use 
of the Internet for clinical trials: Connectivity, communication, and security," Drug 
Information Journal, Oct-Dec, 1999.) as applied to claims 24 and 25 and further in view 
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of Brin (Brin, Dinah, "Lilly warns Nutri System about using Prozac," The Patriot Ledger, 
September 17, 1997, pages 5-6) . 

(A) As per claims 26 and 27, the combined system of Colon and Hopp collectively 
fail to expressly teach determining the test substance's clinical efficacy comprises 
comparing the compiled data from participants using the test substance with data 
compiled from information from received and completed evaluation forms returned to at 
least one investigator by participants using a placebo. However, this feature is old and 
well known in the art, as evidenced by Brin's teachings with regards to this limitation. In 
particular, Brin teaches a clinical trial that compares test results to a control group taking 
placebos (Brin; page 2, paragraph 2). It is respectfully submitted, that it would have 
been obvious, to one having ordinary skill in the art at the time the invention was made, 
to expand the system taught by Colon and Hopp with Brin's teaching with regards to this 
limitation, with the motivation of evaluating the effects of the test substance following 
standard clinical trial test procedures (Brin; page 2, paragraph 2). 

Conclusion 

5. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. The cited but not applied art teaches an interactive method and 
system for managing physical exams, diagnosis, and treatment protocols in a health 
care facility (6,047,259); and a comparative study of standard versus simplified informed 
consent forms for clinical trials (Davis, Terry, Holcombe, Randall, Berkel, Hans, 
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Pramanik, Sumona, and Divers, Stephen G., "Informed consent for clinical trials: A 
comparative study of standard versus simplified forms," Journal of the National Cancer 
Institute, May 6, 1998, pages 668-674). 

6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Milan S Kapadia whose telephone number is 703-305- 
3887. The examiner can normally be reached on Monday through Friday, 8:30 A.M. to 
5:00 P.M.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Thomas can be reached on 703-305-9588. The fax phone 
numbers for the organization where this application or proceeding is assigned are 703- 
305-7687 for regular communications and 703-305-7687 for After Final 
communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 
1113. 
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